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P R E S I D E N T  

The Cosmetic, Toiletry, and Fragrance Associati 

standardized fo 
counter (OTC) drug products (Drug Facts Rule) under 21 CFR 201.66. 

quirements for the labeling of over-the- 

Founded in 1894, CTFA is the national trade association representing the 
personal care products industry. Our membership includes approximately 275 
active member comp 
We also represent a 
goods and services 
Although many of the 

provide both cosm 
They include antidandruff shampoos; antiperspiranVdeodorants; skin protectants; 

ps; and sunscreen products. 

CTFA is requesting that the scope of the partial delay of the compliance 
de cosmetic-drugs with no dosage limitations. 
rugs are not measured by dosage, CTFA 
he scope of the delay published in the Federal 

Register of April 5, 2002 (67 FR 16304) includes cosmetic-drug products with no 
dosage limitation that: (1 ) contain two ou 
measure); and (2) because of their limite g space, would require 
more than 60 percent of the total surface area av to meet 

or less (by weight or liquid 
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definition for co 
stated definitio 

ponse to a proposed rule that 

requirements are essential 

sizehntended us 

There is simply no question that FDA' 

iring standardized format and 

0 Increased consumer 

TC Drug Product Category or a 
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0 The possibility of increased or inappropriate use of OTC drug products by 

ility of increased adverse 
products. 

are not relevant to cosmeti 

Likewise, concerns about product line ext 
overdosing of drug ingredients in cos 

ect to dosage limitations. 
herapeutic indices, are extremely low risk, 

specific warnings. 

drugs with no dosage limit 
products. 

proposed the following amendment to 
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“(7) A small package means any outer package: 

need to address the Dru 
OTC drug packages 

and inclusive definiti 
that there is a public 

they are sold. 

It is logical to conch 
OTC drug product includes 
Clearly, concerns of sa 

labeling requirements of 

To date, CTFA has filed corn nts that propose redu labeling requirements for sunscreen 2 

and antiperspirant products. 
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We look forward to continued dialogue with the agency on these issues 
which are of critical importance to our members. 

Thomas 4. Donegan, Jr. 
Vice President - Legal & General Counsel 

Attachments 

cc: Steven K. Galson, M.D. 
Jonca C. Bull, M.D. 
Charles J. Ganley, M.D. 


